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If you have any questions about this letter, please contact
me at (703)308-9443 or kish.tony@epa.gov.

Sincerely you(zi;<éi
Tony/ Kish

Product Manager (22)
Fungicide Branch
Registration Division (7504P)

Attachment: Master label stamped "ACCEPTED with COMMENTS"
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S T UN’D STATES ENVIRONMENTAL PROTECQN AGENCY

2 M WASHINGTON, D.C. 20460
3‘& ¢

7 »ncﬁ-ég

October 12, 2010
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES
JANELLE KAY

TIDE INTERNATIONAL, USA, INC.

C/O PYXIS REGULATORY CONSULTING, INC
4110 136TH ST. NW

GIG HARBOR, WA 98332-

PRODUCT NAME: TRIADIMEFON TECHNICAL
COMPANY NAME: TIDE INTERNATIONAL, USA, INC.
OPP IDENTIFICATION NUMBER:

EPA FILE SYMBOL: 84229-5

EPA RECEIPT DATE: 10/06/10

SUBJECT: RECEIPT OF AMENDMENT
DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to

determine its acceptability for fast track status.

If you have any questions, please contact Registration Division, Risk Management Team
22, at (703) 308-9443.

Sincerely,

Front End Processing Staff
Information Services Branch
Information Technology & Resources Management Division
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SUTED Stare, UN!D STATES ENVIRONMENTAL PROTECQN AGENCY

2 M WASHINGTON, D.C. 20460
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October 12, 2010
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

JANELLE KAY

TIDE INTERNATIONAL, USA, INC.

C/O PYXIS REGULATORY CONSULTING, INC
4110 136TH ST. NW

GIG HARBOR, WA 98332-

PRODUCT NAME: TRIADIMEFON TECHNICAL
COMPANY NAME: TIDE INTERNATIONAL, USA, INC.
OPP IDENTIFICATION NUMBER:

EPA FILE SYMBOL: 84229-5

EPA RECEIPT DATE: 10/06/10

SUBJECT: RECEIPT OF AMENDMENT
DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to

determine its acceptability for fast track status.

If you have any questions, please contact Registration Division, Risk Management Team
22, at (703) 308-9443.

Sincerely,

& o
Front End Processing Staff

Information Services Branch
Information Technology & Resources Management Division
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Fee for Service] 78834109~

This package includes the following for Division
©New Registration oAD
O
©® Amendment e
*RD
JStudies? " Fee Waiver? T %
IS r.
Svolpay % Reduction: 9
Receipt No. S-| 883410
EPA File Symbol/Reg. No. 84229-5
Pin-Punch Date: 10/6/2010

X This item is NOT subject to FFS action.
Action Code: Parent/Child Decisions:

Requested:

Granted:

Amount Due: $

@ Inert Cleared for Intended Use ©  Uncleared Inert in Product
Reviewer: @%/ Date: / 0/00// %)
Remarks: U / /

1 5)




Fungicide Branch Assignment Sheet

2010
Date Delivered to PM 2% * E_\.Jk

_—""ﬂ___ﬁ\ (date & initial)

Mary Waller Tony Kis Shaja Joyner
PM 21 PM22 ) PM 20
__,/
Risk Managers
Tamue John Lisa Tawanda
Tracy Rose Janet

Summer Shaunta Bob Heather

Comments to Summer W s L e )

Comments to Risk Manager <oy o0 806G 7. 3 d
Qobfz—) &otLh7-%

Date to Summer 77C = e // %

(date & initial) i

Date to Risk Manager (date stamp & initial area below) (s

A Vot Regnssn w4X
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There is an ELECTRONIC LABEL for this action

You can use Acrobat to compare the e-label to the previous version (and find the
changes). You can also use Acrobat to mark-up the e-label with your comments.

If e-label was submitted via or If e-label was submitted via
CD-ROM with paper application XML E-Submission (no paper)
then you will find e-label in then you will find e-label in
Electronic Label Library Documentum
If the e-label is not found in the ELL then it was probably not named
correctly and could not be entered into the ELL, However, the file
can be retrieved from the CD which is retained by the Front End.

See overview of processing e-labels on other side of this sheet.
If you have any questions on e-labels, please contact one of your division e-label experts:

AD Willie Abney 308-1689
Renae Whitaker 308-7003
Tracy Lantz 308-6415

BPPD

RD Tom Harris 308-9423
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& ©
ﬂ TIDE INTERNATIONAL USA INC.

NI 21 HUBBLE, IRVINE, CA 92618, USA » Tel: 1-949-679-3535 + Fax: 1-949-679-3538

August 4, 2008

To Whom It May Concern:

RE; Letter of Authorization

Dear Sir or Madam:

Please let this letter serve to confirm that Pyxis Regulatory Consulting, Inc. is authorized
to act as agents for Tide International USA, Inc. (EPA Company Number 84229), before
the U.S. Environmental Protection Agency and state governmental agencies in all matters
regarding our pesticide registrations pursuant to the Federal Insecticide, Fungicide and
Rodenticide Act (‘FIFRA"), 7 U.S.C. § 136 et seq. and state law.

If you have any questions, please do not hesitate to contact me.

Sincerely,

\\
-

- 0

Der-l Wang,Ph.D
Vice President

cc: Pyxis Regulatory Consulting, Inc.
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Certification with Respect to Label Integrity

version: 9/11/02

| certify that the information (including, but not limited to, text, tables, and graphics)
contained in the electronic file identified below by file name and submitted with this
certification is the same information as that on the paper copies of these documents
included with this submission.

FI

|PROPOSED LABEL

Date Submitted

EPA Registration # to EPA Electronic file name

84229-5 September 27, 084229-00005.20100927.Tridimefon
2010 Technical use clarification.pdf

| certify that the statements that | have made on this form are true, accurate, and
complete. | acknowledge that any knowingly false or misleading statements may be
punishable by fine or imprisonment or both under applicable law.

'\"&M ‘f(?’w"(o

Signature \ Date

Michael Kellogg

Name (typed)

Agent
Title

_..22
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ISB’S Front-end PRIA Completeness Screen

Draft 3; 10/25/07

EPA Receipt Date: JAN 2 2 ZU[]B

EPA Reg, Number: & 4 >27 = [

Check List Item

Yes

No

N/A

Has the PRIA Fee been Paid; is a copy of the check or
Pay.gov receipt included in the Submission Package?

X

]

Is an Application Form (EPA Form 8570-1) Included in the
Submission Package, is it completely filled out and signed
including package type?

[s a Confidential Statement of Formula (EPA Form 8570-

3 | 29) Included in the Submission Package, is it completely 7<
filled out and signed (boxes 1-21)?

4 Is a Formulator’s Exemption Statement (EPA Form 8570- )(
27) Included in the Submission Package?

5 Is a Certification with Respect to Citation of Data (EPA 2(
Form 8570-34) Included in the Submission Package?

¢ | 1sa Data Matrix (EPA Form 8570-35) Included in the )<

b} o "
Submission Package?

7 | Is a Label Included in the Submission Package? ¥
Are Data Included in the Submission Package? X

9 | Is the Submission an Amendment?
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Date: 5/19/2010
Reg. No.: 84229-5

Product Name: Triadimefon Technical
PM Name/Number: Tony Kish, Risk Management Team 22

/
Primary Reviewer: Molly Clayton i M} 2
Secondary Reviewer: Judy Loranger 5" /Q S$7/0
New label or date of RD amended label: New, received on 7/13/09

Formulation Type: Technical chemical

Active Ingredient Assessed: Triadimefon /109901

Other ai’s in product

Name/PC code: N/A Reregistration Status or Registration Date: N/A
Note to PM:

The Risk Management and Implementation Branch V (RMIB V) believes that
formulation statements #3 on Page 2 of the label, allowing use to formulate fungicide
products for experimental use in compliance with the EPA requirements, is acceptable
but defers to RD regarding this issue. This use was not specified in the manufacturing
use section of the Triadimefon RED label table.

Assessment can be found N:\prb\label\084229-005

No label revisions are needed for this product.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

\3‘*1ED 3?‘473;9
¢ 3 WASHINGTON, D.C. 20460
N2
7
T OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES
Sep 3, 2009
MEMORANDUM:
Subject: EPA Reg. No.: 84229-5 / Triadimefon Technical
DP Barcode: 367820
Case No.: 2700 L
|0
From: Santa K. Vinjamuri, Biologist tgowm T
Product Reregistration Branch
Special Review and Reregistration Division (7508P) \A/&
To: Harriet Edwards, CRM \‘
Product Reregistration Branch
Special Review and Reregistration Division (7508P)
Applicant:  Tide International USA, Inc.
21 Hubble
Irvine, CA 92618
FORMULATION FROM EPA Reg. No. 84229-5 LABEL: '
% by wt.
Active Ingredient(s):
Tge st RN TR GG TS IR . <o (AL R - B oy 99.0%
Ineet Ingemtla ..o ouiitinisianiivins i BN L s R 5
Total 100.0%
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BACKGROUND: In the 8 month response to the Triadimefon RED, the registrant is citing acute
toxicity studies to support the reregistration of their product, EPA Reg. No. 84229-5. The Acute
toxicity studies, 81-1 to 81-6 were conducted by STILLMEADOW, Inc. under MRID’s: MRID
473275-06 to 473275-11 and were reviewed and found to be acceptable by TRB/SRRD on
6/11/08. PRB/SRRD concurs with TRB findings.

RECOMMENDATIONS:

o The acute toxicity studies cited are acceptable to support the reregistration of EPA Reg.
No. 84229-5.

The acute toxicity profile for EPA Reg. No. 84229-5 is currently:

Acute Oral ITI Cited (1750 mg/kg)
Acute Dermal IV Cited (LDso>5050 mg/kg)
Acute Inhalation v Cited (LCsp >2.27 mg/L)
Primary Eye v Cited

Primary Dermal v Cited

Skin Sensitization Non sensitizer Cited

NOTE: The acute toxicity requirements have been satisfied for the subject product.
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Product ingredient source information may be entitled to confidential treatment*

DATE OUT: 21/JAN/10

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: TGAI [x]; MUP [x]; EUP [ ]

BARCODE NO.: 367819 REG./FILE SYMBOL NO.: 84229-5
PRODUCT NAME:__ Triadimefon Technical MRID NOs.: 478016-01. 473275-01. -02. -03. -04. -05
COMPANY NAME: Tide International USA, Inc. ACTION CODE:_676
Pt LN "
FROM: Shirley H. Keel, Environmental Protection Specialist % ' / / /( ,L&
Product Chemistry Team Ll L
RMIB V/PRD (7508P) '
TO: Harriet Edwards, CRM

Risk Management and Implementation Branch V
Pesticide Re-evaluation Division (7508P)

INTRODUCTION:

A Reregistration Eligibility Decision (RED), Case number 2700, was issued on August 2006, for the
Active Ingredient (Al) Triadimefon [1-(4-chlorophenoxy)-3,3-dimethyl-1-(1H-1,2,4-triazol-1-yl)-2-
butanone]. This RED includes Triadimenol [beta-(4-chlorophenoxy)-alpha-(1,1-dimethylethyl)-1H-1,2,4-
triazole-1-ethanol] and Triazole Metabolites—1,2,4-Triazole (free triazole), Triazole Alanine (TA), and
Triazole Acetic Acid (TAA). According to the RED, the generic data bases supporting the reregistration
of Triadimefon have been reviewed and found to be substantially complete.

In the 8-month response to the Triadimefon RED, in support of the reregistration of Triadimefon
Technical, EPA Reg. No. 84229-5, the registrant submitted a Confidential Statement of Formula (CSF), a
basic formulation, dated 7/2/09; a draft label received by EPA on 7/13/09; and product chemistry data in
MRID Nos. 478016-01, 473275-01, -02, -03, -04 and -05.

FINDINGS:

1. EPA Reg. No. 84229-5 is a TGAI/manufacturing-use product that contains the active ingredient
Triadimefon at a label claim nominal concentration of 99%.

2. The CSF for the basic formulation (7/2/09), manufactured_ is acceptable.
The nominal concentration of the active ingredient agrees with that on the draft label, meeting the
requirements of PR Notice 91-2. The upper and lower certified limits for the active ingredient and
the upper certified limits for the impurities are acceptable as per 40 CFR 158.175(c)(2).

3. The product chemistry data reported in MRID Nos. 478016-01, 473275-01, -02, -03, -04 and -05
satisfy the requirements of the Guidelines under Subgroups A and B, which pertain to Product
Identity, Composition and Analysis, and Physical and Chemical Properties respectively.

4. The product chemistry statements of the draft label are acceptable. The Ingredient statement is in
compliance with the requirements of 40 CFR 156.10(g) and PR Notice 91-2. The Storage and
Disposal statements are acceptable in accordance with 40 CFR 156.10 and PR Notice 83-3. There
are no physical/chemical hazards present in the product that will trigger the Physical or Chemical
Hazards subheading.
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CONCLUSIONS:

The registrant has satisfied the product chemistry data requirements for the reregistration of
EPA Reg. No. 84229-5.
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830-1800 Enforcement Analytical Method

The active ingredient, Triadimefon, in this product was determined by using Gas
Chromatography (GC) with a Flame Ionization Detector (MRID No. 473275-01). The GC
operating conditions are set as follows: Equipment: Varian CP-3800 Gas Chromatograph, Varian
1177 injector; Column: Phenomenex ZB-5 column (95% methyl polysiloxane), 30 m length x
0.32 mm inner diameter x 1.0 pm film thickness; Column (oven) temperature: initial 120°C for
2.6 min, increased: 15°C/min hold for 1.7 min, final: 290°C; Make-up gas: Helium; Carrier gas:
Helium, 1.5 ml/min constant flow; Retention time: 11.27 min. A calibration curve was calculated
by a linear regression technique using the concentration of the active ingredient versus the ratio of
the active ingredient peak area to reference standard peak area, Quantitation of Triadimefon is
calculated via comparison to a calibration curve.




;*Man'ufacturing process information may be entitled to confidential treatment*
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

R WASHINGTON, D.C. 20460
éz* ) %
‘q’f d‘; OFFICE OF PREVENTION, PESTICIDES
4l AneE 3
AND TOXIC SUBSTANCES
11/JUN/2008
MEMORANDUM
Subject: Name of Pesticide Product: Triadimefon Technical
EPA File Symbol: 84229-L
DP Barcode: D349845
Decision No.: 388811
Action Code: R310
PC Code: 109901 (triadimefon)
From: Eugenia McAndrew, Biologist

Technical Review Branch
Registration Division (7505P)

To: Rosemary Kearns, RM Team 22
Fungicide Branch
Registration Division (7505P)

Applicant: Tide International USA, Inc.
21 Hubble
Irvine, CA 92618

FORMULATION FROM LABEL:

Active Ingredient(s): % by wt.
Triadimefon. 99.0
Inert Ingredient(s): 1.0

.0
Total: 100.0%

ACTION REQUESTED: The Risk Manager requests review of acute toxicity data for 84229-L.
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PC Code 109901 (triadimefon) |

EPA File Symbol 84229-L |

This review may have been altered subsfequent to the contractor=s signatures above.
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PC Code 109901 (triadimefon)
EPA File Symbol 84229-L

COMPLIANCE: Signed and dated GLP, Quality Assurance and Data Confidentiality
statements were provided.

RESULTS and DISCUSSION:

AOT425statpgm (Version: 1.0) Test Results and Recommendations
Acute Oral Toxicity (OECD Test Guideline 425) Statistical Program

Date/Time: Saturday, April 26, 2008, 11:54:24 PM
Data file name: work.dat
Last modified: 4/26/2008 11:54:20 PM

Test/Substance: Triadamefon Technical
Test type: Main Test

Limit dose (mg/kg): 5000 .
Assumed LD50 (mg/kg): Default |
Assumed sigma (mg/kg): 0.5 |

Recommended dose progression: 5000, 51750, 350, 178, 85, 175,55, 175
DATA.

Test Animal Dose Short-term Lopg-term
Seq. ID (mg/kg) Result Rfsult

Li-111] 175 6] 0]
2 nH2 550 O O
i N3 1730 O 0
4 114 5000 O X
5 115 5000 X X
&  Ile 11750 (6 X
T4NA7 -, 5000 X X
§ . -118 ..1730 () X
9 119 5000 X X
(X = Died, O = Survived) ]
Dose Recommendation: The main test is complete.

Stopping criteria met: 5 reversals in 6 tests.
|
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PC Code 109901 (triadimefon)
EPA File Symbol 84229-L

RESULTS and DISCUSSION:
Dose Mortality/Number Tested
(mg/kg bw) Males Females Combined
5050 0/5 0/5 0/10

A. Mortality: There were no deaths.

B.

Clinical observations: Abnormal clinical signs were limited to very slight erythema on the

application sites of two females on day 1 and alopecia on the forepaws of two males on day 7
through day 13 or 14. Two males and one female lost weight during the first week but
gained sufficient weight during the second week so that their initial body weights were
exceeded. The remaining animals gained weight during both weeks of the study.

Gross necropsy: There were no abnormal findings.

Reviewer’s conclusions: In agreement with the study author, the acute dermal LDsg for

males, females, and the combined sexes is greater than 5050 mg/kg bw. This places the test
material in EPA Toxicity Category IV.
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PC Code 109901 (triadimefon)

EPA File Symbol 84229-L

RESULTS and DISCUSSION:
Animal Hours
Number Sex
1 24 48 72
1086 Male 0/0* 0/0 0/0 0/0
1088 Male 0/0 0/0 0/0 0/0
1093 Female 0/0 0/0 0/0 0/0
Severity of Irritation: 0.0/0.0 0.0/0.0 0.0/0.0 0.0/0.0
Mean Score

* Erythema/Edema

A. Observations: No erythema, edema, or other signs of dermal irritation were noted on any
animal at any time during the study.

B. Results: The Primary Irritation Index (PII) was 0.0.

C. Reviewer’s conclusions: In agreement with the study author, the test material was non-
irritating and is classified as EPA Toxicity Category IV for skin effects.
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Certification with Respect to Label Integrity

version: 9/11/02

| certify that the information (including, but not limited to, text, tables, and graphics)
contained in the electronic file identified below by file name and submitted with this

certification is the same information as that on the paper copies of these documents
included with this submission.

IPROPOSED LABEL
Date Submitted
EPA Registration # to EPA Electronic file name
84229-5 July 2, 2009 084229-00005.20090702 v1.Triadimefon Tech
label revised per RED_changes incorp.pdf

| certify that the statements that | have made on this form are true, accurate, and
complete. | acknowledge that any knowingly false or misleading statements may be
punishable by fine or imprisonment or both under applicable law.

[, — Y04

Signature [ Date

“Yoncll ¢ Yan,

Name (typed) “

e

Title (/




W S, UNITE,STATES ENVIRONMENTAL PROTECTIO! AGENCY

2 M WASHINGTON, D.C. 20460
Nz,
4L ppot®
July 15, 2009
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

TIDE INTERNATIONAL, USA, INC.

C/O PYXIS REGULATORY CONSULTING, INC
4110 136TH ST. NW

GIG HARBOR, WA 98332-

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 13-JUL-09. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in
all future references to these documents. Thank you for your cooperation. If you have any
questions concerning this data submission, please raise them with the cognizant Product
Manager, to whom the data have been released.
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WASHINGTON, D.C. 20460

DEC 13 2008

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

CERTIFIED MAIL

Gro-Pro, LLC
4110 136™ Street North West
Gig Harbor, WA 98332

Attn: Ms. Janelle Kay

Subject: Review of Time Extension Request for Storage Stability and Corrosion
Characteristics Data for Triadimefon, EPA Reg. No. 84229-5.

Dear Ms. Kay:

The Agency has received your letter dated November 12, 2008, in which you requested a
time extension until November 1, 2009, for submission of the Storage Stability (Guideline
830.6317) and Corrosion Characteristics (Guideline 830.6320) studies. Based on the rationale
provided in your letter, the Agency is granting your request. Failure to submit these studies
within this time frame may result in a Notice of Intent to Suspend your Triadimefon
product, EPA Reg. No. 84229-5. If you have any questions, please contact Veronica
Dutch of my staff at (703) 308-8585.

Sincerely,

Patricia L. Moe, Chief
Product Reregistration Branch
Special Review and Reregistration Division

CONCURRENCES

SURN AME qUM
BaTe . W e 2K

75050
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--------------------------------------

..................

..........................

-----------------------

EPA Form 132C-1 12-70)

S.EPCI AN -sLe==2% 1) 0%

OFFICIAL FILE COPY
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« PYXQREGULATORY CONSULTING, INC.

4110 136" St. NW Phone: 253-853-7369
Gig Harbor, WA 98332 Fax: 253-853-5516
www.PyxisRC.com

September 15, 2008

COURIER DELIVERY

Tony Kish (PM 22)

Document Processing Desk (FPL)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room S-4900, One Potomac Yard
2777 S. Crystal Drive

Arlington, VA 22202

Dear Mr. Kish,

RE: Tide International USA, Inc.
Triadimefon Technical (EPA Reg. No. 84229-5)
Submission of Final Printed Label

On behalf of Tide International USA, Inc., I am submitting the final printed label. In support of this
submission, the following documents are enclosed:

1. Application for Registration (EPA Form 8570-1)
2. Two (2) copies of the final printed label
3. Letter of Authorization

We trust you will find this submission complete. However, please feel free to contact me by phone ((253)
853-7369) or by email at Ann@PyxisRC.com if you have any questions or need any additional information.

Sincerely,
Ann M. Tillman o Lo,
Enclosures E..:.E : I.
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OR HANDLING OF THIS PRODUCT, SHALL BE THE RETURN OF THE PURCHASE PRICE OF THE
PRODUCT OR, AT THE ELECTION OF TIDE INTERNATIONAL USA, INC. OR SELLER, THE
REPLACEMENT OF THE PRODUCT.

Tide Internation al USA, Inc. and Seller offer this product, and Buyer and User acceptit, subject to the foregaing
Condiions of Sale and Limitation of Warranty and Liability, which may not be modified except by written
agreement signed by a duly authorized representative of Tide International USA, Inc.

Label Code No.: TI-FUNO16001
Date: 08/18/2008 (Made In China)
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OR HANDLING OF THIS PRODUCT, SHALL BE THE RETURN OF THE PURCHASE PRICE OF THE
PRODUCT OR, AT THE ELECTION OF TIDE INTERNATIONAL USA, INC. OR SELLER, THE
REPLACEMENT OF THE PRODUCT.

Tide International USA, Inc. and Seller offer this product, and Buyer and User accept it, subject to the foregoing
Condiions of Sale and Limitation of Warranty and Liability, which may not be modified except by written
agreement signed by a duly authorized representative of Tide International USA, Inc.

Label Code No.: TI-FUNO16001
Date: 08/18/2008  (Made In China)
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® L
@)  TIDEINTERNATIONAL USA INC.

NTIE7 21 HUBBLE, IRVINE, CA 92618, USA - Tel: 1-949-679-3535 » Fax: 1-949-679-3538

August 4, 2008

To Whom It May Concern:

RE: Letter of Authorization

Dear Sir or Madam:

Please let this letter serve to confirm that Pyxis Regulatory Consulting, Inc. is authorized
to act as agents for Tide International USA, Inc. (EPA Company Number 84229), before
the U.S. Environmental Protection Agency and state governmental agencies in all matters
regarding our pesticide registrations pursuant to the Federal Insecticide, Fungicide and
Rodenticide Act (‘FIFRA"), 7 U.S.C. § 136 et seq. and state law.

If you have any questions, please do not hesitate to contact me.

Sincerely,

SAED o
ol L
Der-l Wang,Ph.D %/_——_/

Vice President

cc: Pyxis Regulatory Consulting, Inc.
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Pages 90-92 - Confidential Statement of Formula may be entitled to confidential treatment*





